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Virucidal Efficacy of a Disinfectant for Use on Inanimate Environmental Surfaces 

PURPOSE 
The Jjur.po,se_ qfth!_s-study-ls to evaluate the: vfrucldal etticacy of a test ·substance fQr r.egls.(r.allon of a prodµ,c;t :a~ .a 
lilruclae; T.he test prqced.t.irE1 I~ to·f!lml'.Jlate ll_1e way In which the product Is liltendeil to be·used. This m'e)ho.d Is In 
coll'!pllance wi)h the ~qulremerijs· of Md may bq-~ub,ml[\E_!d 191 one or m~r~ 9f the folloWlnQ _agencies as lndlcaled .. by 
lhe ·spons_br: 1,1.S. Environmental Prolcicllon Agency (EPA), Health Canada and Australian Therapeullc Goods 
Administration (TGA). · 

TEST SUBSTANCE. CHARACTERIZATION 
Acccmllng_to 40 OFR, Pa.rt 160, Subpart F [1G0,106J test subsiance .cha(e:C:!e"riz~m~n as .19 ldent\ty, strength putl)y, 
so!ubll)ly 11nd c9.ry,posl_llon, f!S appll!)a~I~. shall be .documented before lis use'ln this .sludy, The. sla~lllly !if lije le~t 
substance shaU:be determilied prlono ·or conc\J((enlly wi.lh ·this sludy. Pertlnenl Information, which may affe.cl tlie 
outcome of this study, shall be communicated In wrr1.1rs t~ lh.e ~ludy DlftlC_tor.lJpon l!amplflJ,Ubmlsslon to A<;:curalus 
Lab Services. Accuratus Lab Services will append·Sponsor~ptovlded .cert.llioates·(!f Ana1~$is (9,,of"(.>,) to .this study
report, If requested and supplle.d. Characterization and stablllly studies not performed following GLP regulations 
will be noled In the Good·Labpratciry Pracllce compliance statement. · · · · 

SCHEDULING AND DISCLAIMER OF WARRANT)'. 
Experlmeo.l_atslarf d.!i.t~~-~r~:_g~rie(.ll_ly_ si:.hed~le!f 9.n:a firsH:ome/flrst-serve basis once Accuratus Lab Services receives 
the Sponsor"approvedlcompl/!)ed protocol, ~lgrieff~e schedule and corresponding test substance(s), Based on all 
requ(r!3d materials being received atlhls lime, th"e.~_e!(perlnj~ri)at ~t!I~ d11te ls-~eptemper 24, 2018. Ver6al 
results· n;i;iy be :g1~~n ~pon,~ompletlon of lh!l study wllh a written ~pQrt-to··10110\y pn the iiroiiosed cdnipl11llpn .d.ale ._of 
'.October 22, 20j~. to e~pe,ljlte ,9.h~~ullng,_plea_~e."b.e ~ure all required paperwork and test sub'slance aocumentli(lon 
.Js complete/accurate.upon ardvat 11t-Ac.cµra\us lab Setvices, 

If I'! tesJ:i:n.u~l-be tep·eated, or.e portion of II, because ortallure :by Aco·uralus"Liib servJi;es tci a.cl~ere to specified 
procedures; Ii will be repeii\ed free'of cliarg~. If a test ·must be repealed, or a portion of fi, due to failure of Internal 
·conlrql_s, It will be repeate_d rro·e of charge, "Melhod_s QeVl)lopment• ·rces shil_ll be -assessed, however, If the test 
,8Ub$tance !!nd/or test system require modlflcairoris due lei complexity and dlfflcully of testing. 

If the Sponsor requests a repeat test, they wlll be charged for an additional test. 

Neither the name of Accuratus Lab Services nor any of Its employees are to be used In advertising or other promotion 
without written consent from Accuratus Lab Services. 

:1:1~ Spons_orls responsible for,any rejecllon oftl\E\ fl~~-' (epp_rt_by tli, reg_~latory ~gE!n\:Y _oflls submlssfo,n:o_ncernlng 
_ftlPO~ _for\1'.lat,_,P~ijlf!atlon, · etc, To prevent reJe.ct!on, .Sponsor_ should car~(ully reV)~~-'-~e A,c9u_r.atus Lab se.rvl!;~~ 
fi11•1!lfepo{t iintl.notlfy f..~_l,lrattJs La_b ~11i:vlces of any perceived deficiencies In thes·e areas ~efor~ 11l!bm.J~~lc;,n oftlie 
~e·port-to the.reiiuhitpry.ag~·ncy. Accur.~tl!$ _Lab Services WIii make reasonable ~hanges deemed.necessary by•tfie 
Sponsor, wllhout alferlng ·1heoteclinto.iaf data. 

JUSTIFICATION FOR SELECTION OF THE TE~3T SYSTEM 
Regulatory.agencies ~quire lha!-a 'spJ!clJlo Vlnicldal ·~:l;1tm for a dlslnfecitanrtntended for use.on hard .surfaces b·e 

·supported by·approprlale scleriUHc data Mrnotisirat_lng··t~e e"!f16i!c_y Pf!lie,le~t ~µ~s_lan~~ i19al~st iheclalmed virus. 
Eilch agency wil_l. accept adequate data g_enerated by any apprqprlate teclJiilque. In· supp9~ c)_f'a v!ruc.lcJ_a_l efflc.flcY 

-cfalm. This l!I ~ccompllst,11d by treating the -target virus with the·dislnfeclanl (tesl subslllrice) uodef ctif'ld!lipns; 
which simulate as closely as _possible, In the laboratory, ·tl.1e :actual :con~lllons under -which the disinfectant ls 
designed to be used. For disinfectant pi:oducts JnJen"c!ed f9r.~~e bn harc_l surfa~il$ (~ry, h1!!nl.ma~e ·environmental 
surfac,e_s), a-ta.mar method Is use_d In the-generation of the supporting vlrologlcal data. The Wl-38 cell fine, which 
supports the gro~.h QJ the Hl,/(iiari 9oronavlr~s.-wlll be used In this study. The experimental design In this protocol 
meets these requirements. 

Temp/at,: J /0-J Rev. 0/3 - l'ropr(e/afY/nform.,t/an -
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-TEST PRINCIPLE . 
A film or 0ni~,-drle_d ori ·11glasirsurface, fs ¢xposed 19_ lhe·tesl substance for a spciclll<id exiiosure time. ,l\llhe end 
-ofihe exposure lime;. ihe ·vlrucldal and :~ylol9Jjlc ac(lvliles '!re re.moved from the vlrus-testsubstance rniKlure, and 
.the mlKtUr43 Is .assayed for vlral lnfecllvfly by an acce)ite~ ·l:is~ay rt)ethod. Appropriate virus, test substance 
cytoloxlclly, and neutrallzatlon controls are run concurrently. · 

STUDY DESIGN 
Drle~ vlrµs films wlll be prepared_ In parallel and used as follows: 

The appropriate number of films for each batch of test substance assayed per exposure time requested. 

The appropriate number offllms for virus control titration (Iller of virus after drying) per exposure time requested. 

The Inoculated carriers are exposed to the test substance for the Sponsor specified exposure time. At the end of 
the specified exposure time, resusp!Jnded vfrus;lesl ~u!/1itance mixtures will be detoxified and made non-vlrucldal 
by lmmedlately adding the contents to a ~ephadex gel filITTJtlon cplumn folfo.~ed by 1.0-fold serial dllµtlons In test 
medium. , E;:icli ~iJutlon Is Inoculated Into Indicator cell cultures. The resuspended vlrus-coritrol ·rum ;:ifr~ each batch 
of test substance alone will be treated In exactly the sam~ lnal)ner. For an"'lysls of lnfecllvity, cultures will be held 
for the .appropriate Incubation period at the end of whlch -,li)'le-cul\ures wlll be sc;c;ired "for the presence of-the le.st 
virus .. <;:ullures will be monitored at that time for cell v!atillfly. Unhireo.ted lri~ica\tir,c~l.1 c;ulturei(wlll IJe· carrli:id In 
parallel .a.n.d.slinUarly monitored. Forapalysls of cytotoxlclty, the vlablllly of cultures lnocula.t~d wlll:i dilullO~~ or eQch 
test and cytotoxfi:lty control wlll bi! diiterll)lr]ed. Jn:addlllon to·the above tltratl!)ns for lnfeotlvity.an·d·cylolo><lolty, the. 
re!!ldual vlrucldal acllvlly of the test s-µtistance after·n.e(!irali,1;11!19ri'wlll ,b~ delerll))ned by add!ng ·a-low titer of stock 
virus to each dllullon of the test substance (cytotoxlclly co·ntrti'I dllulloils). The re~uitlng ·mixtures of dilutions are 
assayed for lnfectlvily In order to determine the dllulfon(s) of test substance .at which vlrucldal activity, If any, Is 
retained. 

VIRUS 
.The 229E strain of Hl.l(nan Coronavl(us tp .be used tor U1ls study was obtafned from the Am·erlcan Type Cullliril· 
C_olleoUon, Manas.sas, .VA ·(ATCC VR-740). S!o~k virus Is prepared by collecJlng the supernatant culture flUld friim 
'75-10(,)% Infected ·culture cells. The cells a"re dlsrupled and i:elf .!l.ebrls n(move_d by centrlfug13tlon. The supernatant 
is rei:rwved, 11l(qll9\Ei"!l, ~nd 111.e h!gh titer stock virus may be stored at s -70"C untll lhe day of use. Alternate methods 
of vfral pro·pagatlon may ba u~llied _bas_ed on lhfi grQ~h regulrements ·of the virus. Th·e propagation li'lfilhO.d will be 
speolned In the raw data and ·10 the report. -Ori \he c_!ay of _us~ Jhe appropriate number of aliquots are remove~, 
tliawed, co·m~ln11!1 (lf-appllcabta) and malntiilne~_at a re"frfiferete·(f temperature. unUI lis_e_~ .In th~ ;issay._ · Note: If !he 
·Sp\J!)Sor reques\$ !In organic _s_oll l_oad challenge, fetal bovine s·erum (fB.S.) of"the req(!e:sted :orgialnli:_ st>II :win be 
·Jncorpofated Into {lie:stock v.lru_s allquo_l. Thl! &!ock vlru~ all_quol wHI be adjusted lo yield the percent organic soil 
load requested. · 

:INDICATOR CELL CULTURES 
Cultures of.VV1~38. (hi/m.an Jung)" c;:ell$ W~r.e o.rlgln_ally obta_lned from the American Type Culture Collection, Manassas, 
VA (ATCC CCL-75).. !The cells are projiagale!l ·by 'l~~cllratus·Lab Services personnel: The cells are seeded Into 
h:i\Jlll~ell_ ce!I c~llure ·plates~an!l_ rn.alntalned a:t 36-3B•t In a humidified atmosphere of 5-7% CO2. The confluency of the 
cells will be appl"Opflale for lhe le~t vlr!,!_!1, • Wl-38_ cells 9b~lned from an alternate, reputable source may be used. The 
source·ofthe cells will be.speclfie~ Iii lh!l flnill"report. 

All cell culture documentation Is retained for the cell cultures used In this assay with respect to source, passage number, 
growth characteristics, seeding densities and the general condition of the cells. 
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Tl:i!! :1esfml1dlum used for this assay Is Minimum Essential Medium (MEM) supplemented with 0-10% (v/v) heat 
lnaollvaled fetal bovine sel'.\lm. The m~\llum ·m.ay also· be supplem{lntecJ wllh one or more of the following: 1 o µg/ml 
,gen!ilmloln, 10.0 u.nlts(rnl perilcfllln, 2:6 ~,g/mL amphoierliiln .B, 1.p-~o. nityl. L•glu!~n'ilne, and 0.6- 6 µgimL trypsin. The 
:con:ipqsi(l6il;of..t~e !~st l)ie~lum n1aY b!al altered based on the virus and/or cells. The composition of lh~ inecflum will be 
speclned In the raw·d~la a.nd !n 'tho report. 

'PREPARATION OF TEST.SUBSTANCE 
The dllull9ri of test sub~!!lnc.~(s) wmlie used as recommended by the Sponsor. The product will be pre-equilibrated 
to the desired test temperature If applicable. · 

PREPARATION OF VIRUS FILMS " ' 
•fll/ns of virus wlll .be· pr!!pa'red ~Y. spreading 200 µL of virus lnoculum tlhlfom,ly. over,lhe. b.ollom. of the :appropr,1.al{l 
number,of100 X 16 nim ~lerlte'glass.petrl dishes (wilhout,t.ouchlnQ. the slcle.s oHhepetrl dlsli). The virus will be alre 
dried at 1o•c. 3o•c until visibly dry (~20 minutes). A cal[brated timer ~II be used fot'llmh:,g lhE! tl.rylng. Th,e cJrylr:ig 
conditions (temperature and humidity) will be appropriate for the test virus for the purpose of obtaining maximum 
survival following drying. The actual drying conditions, drying time and calibrated timer used will be clearly 
documented. 

One dried virus film per batch oftest substance will be assayed unless otherwise requested. 

TEST METHOD 

Pre·paratlon of SE!ph;1deic !3el FIitration Colu.mns 
To roduce the .. cytoloxic l~\iol ol lt(e Vlri!s•test subslanqe mlx\Ur!3 pilor to assay or·vlrus, and/or to reduce the vlr:ticidat' 
level,,Of lh.e tesl sub~lance, virus Is separate~ frQi:n· ihe te~t s46s!ance ~y' Ollrattori l~rou.gh. S~P.hii!dex g~I.. The type of 
~epl_111dex used will be !,ipeclned In the final report. on the day of lesUng, ~ep.had~?< :cqfllrr111.s ·;:ire pr!)pared by 
centrifuging the prepared Sephade?< gel In stllrlle syringes for. three minutes to cle11r-the void volume. Tlie .colLimris at.e· 
now ready to be used In the assay. 

Input Vlr!.r'S Cijntrol 
On 'the diiy of testf(1g, the stock virus utilized In lhe assay will be tltered by 10-fold serial dilution and ass_ayed for 
lrifectlvlly to deteimlne the starting titer of the virus. The results of lhls control are for Informational purposes only. 

Treatment of Virus FIims wllh the Test Substance 
For each batch of lest substance assayed, the appropriate number of dried virus films are Individually exposed to a 2.0 
ml aliquot of the use·dllutloh ot th'ti Jest Sl/bstant:e (lfquld products), or to lhe amount of spray released under use 
condl~Cin~ (spray products) .and held c_overed f<ir thii',sp·eclfled exposure tlme(s) and temperature. A calibrated timer 
will :b~ used for timing tlie exp!J~\Jre. The actual temperature will be recorded. Jusl prior to the end of the exposure 
lime, ihe 'plates :a.re·lni:!l)lld_Ually ~\:faP!!d Willi a t:~11 ~9raper, to· re.suspend. the conterils arid al .the en~ of th.I: expQ.su,re 
time U1e virus-test substance mlxlur.es ere Jn:\11').~dla!.~ly pa,s·soo 11irollgl1 Individual· ~ephadox columns ulllfzfng the 
syringe p11,mgerln order'to d~toxlly lhe nilxlure. ,'1'tie illlrale (1Q·1 dil~tl.on).ls,!ti.!ln llWe:d ~Y.iier)af dllutton ilnd i;issayed 
for lnfeqllyity l!nd/9r .¢Y!o\9xtc!,ty, T!> further aid In lite re·movtn·g of the .cytotoxic effe~l\i of'IM ·tes\ .sulist~nc:e to'the 
Indicator cell culiure.~;:Jndlvldµal !llilll!i>n~ 11111y b·e· passecj through adqltlonat lndlvfdual Sephadex columns. 

Treatment of Dried Virus Control FIim 
The appr'oprlE1le numb.er (!f Ylru·s films are prepared as descri~ei:! prevfously for·e.aclfexposur11 !lrile as$ilY!!d, ,T~eWrus 
control fl!ms a're run In parallel l<>'l~e l\\sl virus but a:'2.0 nil aliquot of test medlu1Y1 Is added Ir\ lieu of lhe 'test substance. 
The virus control films are h~id COl(&red 'arid' exposed 'to i6e" \e~t.m,f!dlU(l'I {or the·san\!3 '{!Xposure lime and at the same 
,~xp?s.ure temp11rat11re as·lhe test rum~ are exposed lo .the test substapce. A calibrated timer wlll be used for timing the 
expoaur~) ind.thet e<it.ual ,1emp~ra!11\e WIii be rec~rded, Just prior to the end of ilie· exposure tl(l'le, lhe Yirus.flh'ils .. ~re 
!ndlvldually scraped as prevfously ~escrtb·e.~ f!rid at thife~~ of thr; .~xpos14re lfme the mixtures are Immediately pass.ed 
throu~h lndivldua\ ~epfia'dex columns Utltlzlrig the syr!ilQe j>llinge,r. Tti!! m,rr.i\~ (10·L~)l,uyon) l,ll tl)en lltered by serial 
. dilution and a~saye<! for lnfeotlvlty. ff additional Sephadex columns.were .ui;ed to fU~llr: rei:!uce.lhe cy\otqxlc effects lh 
Iha le~! inibst~rice a:s~ay,_lhe san'ie dllutlons·of th,~ vlrus·conlrol wlll be passed through additional Individual Septiadex 
columns. 
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:cy"~o!oxlclty boritr,ol 
·A 2.0 nil ·anquo_t of .el!c~ ~!it~li of test s~~sla_Me (liquid_ products) or the amount of the test substance recovered 
.when $prayed onto ·a stlirlle ·pair) -dish (sptay pro"du'cl$), .fs filtered through a Sephadex column utilizing the syringe 
p_lun"ge_r and the filtrate Is diluted serially ·1r, me~lum and Inoculated Into cell cultures for assay of cytotoxlclty 
·con9urret\lly WllhJl)e virus co"ntrol and "test su~stance-troated virus samples. For spray products, the cytotoxlcity 
conlfol wfll be held t .o"ve:r~cf fqr lhjf ro.nge~t ri!quested ,e1:posure time at the requested exposure temperature. A 
calibrated timer will be used for tlJ!llng the exposure. If additional Sephadex columns were used to further reduce the 
cytotoxic effects In the test substance assay, the same dilutions of the cytotoxlcity control will be passed through 
additional Individual Sephadex columns, 

Assay of Non-Vlrucldal Level of Test Substance (Neutrallzalfoh Control) 
Each dilution of the neutralized test sul>stance (cytotoxlclty cooti'ol .dliullolis) will be challenged with an aliquot of low 
titer stock virus to detennine the dliullon(s) of test substance at.which virucldal activity, If any, is retained. DIiutions that 
show vlrucidal activity will not be considered In determining reduction of the virus by the test substance. 

U!!lng. th" cy_loto11i01ly <;~ntrot dlluUons ,prepared ·above, an addhlonal sel of !ndlciitor li~ll cul\u.res _will be !nqcµlat~d 
With_ a 1 pp µL -~!!quot :Of ~"l!:C~ :dlJ_lltlqn ,In qu_!l~rupllcate. A 100 µL aliquot of low_tlter stock virus will be hi_oculated 
Into each celf·cullure well iuid the IMicalo_r ciill ¢ultu_res will be iri.cuba_led 11long wltH the test·and .virus control plates. 

lnfectlvlty Assays 
The Wl-38 cell line, which exhibits cytopathlc effect (CPE) in the presence of Human Coronavirus, will be used as 
the indicator cell line .In _the infectlvlty assays. Cells ln 1nulllwell culture dishes will be inoculated In quadruplicate 
with 1 oo µL of the dllutions prepared from test and cont~cil .. group_s. Th" ll)plit vlrl/s control ,wm be Inoculated In 
duplicate. Unlnfecte~_ lndl~aior.ceil.cuitures (cell conlrols).wfU p_e Inoculated wlih l'lsl medium alon!i, 'T:he· ~ii.l\iJr.es 
are Incubated at.31-35°C_{n a hl!_ml_~IRed atmosphere of 5-7o/o CO2 In sterlle disposable cell culture labware for 
approximately ten ,days. Peri.Qdlcalfy thro~ighoul ·tne fn9Walicin time the cultures will be microscoplcally observed 
for-the a_b,~_ence or presence of CPE, ·.c:ylotoxlcily aild'foi'via~IIIIY. The observations will be re9Qrde_d on the raw data 
wor~slieets; only the resulls f(Qm the fl~al observations-will be reported. 

DATA ANALYSIS 

Calculation of Titers 
Viral and cytotoxlclty titers will be expressed as -10910 of the 50 percent tllrallon endpoint for infectlvlty (TCIDoo) or 
cytotoxiclly (TCD6o), respectlvely, as calculated by the method l?f Spearman Kerber. 

- Log of 1st dilution Inoculated - [ (( Sum 9 f % mort~~~ at each dilution)- 0.5) x (logarithm of dilution)] 

Calculation oflcig ~e.duc(ion 
Dried Virus Corit(ol Lo~10 TCIDoo-Test Substance Log10 TCID60 = Log Reduction 

If mulUple dried virus control replfpales are performed, the average liter of the replicates will be calculated and the 
average tiler will be used lo calcull!iiiihe_log.t!,l_duct1011 in viral titer of the Individual lest replicates, 

Template: I JO-I Rev. 013 -Pmpd,ldry/nform,tlon-

128S Corporate Centero~.suke 110 • Eagan.MN 55121 • 877.207,0378 • 651,379.5510 • ~MCYr#hUL1bS(ODI 

,..r,.-11-,,,, cc◄ n ... 11,..,,,, a,..,..1troll1C1lai hq_ r-.nm 

I 
I 

I 

I 
I 
I 



Project No. A26408 

Protocol Number: REK01091018.COR 

Project Name: Mac & Cheese 

Amended Report #2 Date: January 31, 2019 

Protocol Number: REK01091018.COR 

e·RoCEDURE'FOR IDENTIFICATION OF THE TEST SYSTEM 

Reckitt Benckiser 

Page 32 of 39 

Reckllt Benckiser 

Page 6 or 11 

.... .. ~ ... 

•

!i. )::. ACCURATUS 
1 f. -LAB SERVICES 
.. ; .:;.; .. ,.<'•' THE ANTIMICROBIAL AUTHORITY 

Jhe iiP!l~l;,illzed ,vlrucl~al te·sUng section or Accuratus Lab Services •maln~in~ t;tand_ar~ Operating Pro.cedµr~s 
(SOPs) r_elatlv¢ '.to vlruc:1.diJI e!fic:iil◊Y ~e's(lng l)l\.l~ies. Virui::idal efficacy lesllng· Is pe"rformed.lo sirlcl ailheie.iice .to 
.these SOPs vihlch have '6.een conslriicted I<>' i::o\ier all a.~P!lCls ·or Iii~ work Including, but not 'flnilteif to, recelpl,, log
In, and tra·!lklng ofblol9glcal reagents lncluillng\•lrus .and· c~lt'st<ick~. 11,ir p.ui'po!ieil of lderi\lfioallon, receipt and· use 
dJ ct,1enii.cal reagents l~c\!!dl!)g cell c.ulture medium componetjts, efo. The:si procediirj~ are destgried Ip tloct.iment 
each step 6f .vlnicldal efl!c~cy :jesllng s.1':',dl~.~• Appropriate relerences . to medium, .bafoh iwrober, etc. are! 
documented In the raw data cotlec.ted during the collr.se pf ea~h study. . 

AddllloiJal!y,e~ch ylrugld.al emca<;y test Is assigned .a unique P,rcijecl Num~e'r when.the:Stuqy Dlrel)tcit-l~.lllal<1$ lhe 
protocol for'lhe.study. 'Tbl~ riuniber-1; '.\Jf!l!id Jor ldeotlU.<;/ltlqn of .the. !est culture plates, etc; <luring the ·course cifthe 
le~!. Test·c.ullure.plales are also lalielecl w!lh tefeien\:~ lo..lhe te1ir'v_lrus,•e)$peiJmental sla.rt date, and lest product. 
.Ttiese m_easi:ires !Ire designed lo document the ldenlily of the lest .sYs\em. 

'METHOD FORCONTROL OF BIAS: NIA 

STUDY-ACCEPTANCE CRJTERIA 
• .. Only.the appli~ble eccep\anc~ criteria and references for the regulatory agency reviewing the data will be Included 
In the final report. 

U.~. EPA,-H~allh c11nada, and Australlan·TGA Submission 
A .vafid tesi requires 1) th~l at l!la~t ll logia c;>f lnfe:ctlvlty be re9overed from the dried virus· coii.trol film; -:!)'th!!IWhen 
cylotoxlclty Is evident, al least a·3-lo9_reducllo1i'ln:mer 1.~ demoo~(rated beyond th.e cytotoxic level;-3) that the cell 
~.ontro(s be oegatlve fqr lnfeolivlty. If .any !>f.lhe prev[ous requlr~fiieilis are not ill'el, the test may be repealed under 
l.h~ curre~t pro!ocol number. Note: An efficacious product must derrioristrate c:on:iple!e lnac;(lvat!o·n of the ylrus at 
all dilutions. · 

If the test substance falls to meet the test acceptance criteria and the dried virus control fails to meet the control 
acceptance criteria, the study Is considered valld and no repeal testing Is necessary, unless requested by the 
Sponsor. 

If any portion of the protocol ls executed Incorrectly warranting repeal testing, the test may be repeated under the 
current protocol number. 

FINAL.REPORT 
The r~i><irt will Include, but not he llmlied to, ·.ldenllficaUoii of the sample and date received, dates on which the test 
wa.s l~.illat~d. l!O\f cc,mpleted, ldentllicallon of _the virus strain used and composition of the lnoculum, description of 
cells, medluri1. and reagent~; des9llpllon of the m~th·ods employed, ,tabulated results, calculatetl liters for fnle¢11vlty 
and cylotoxlclly, and a·conclusl.on.aiilt relaleii to !h~ piJrpose of the test. A draftrepqrt.may be requested by the 
Spoil~~r. The final report will be prepared once the Sponsor has rcivleW~d the dtan report. al)~ nollned the Study 
Director to complete the study. 

PROTOCOL CHANGES 
If .n .be:glimes· nec~ts;,iry to make changes In the approved protocol, the revl~Jqn ~nd reasons ror ~hange will be 
documented, r<!por:tealo the Spontor and will become a part of the.permanent file for-that study. Sll).li/arly, the Sponsor 
wlll be notified as soo.ri as poss.lJ>IE! whenever an event occurs lhat·may hav1fan effect on the validlly:oflhe study. 

TEST SUBSTANCE RETENTION 
Test s·ubsl)!nr.e ret~li\lon l!hall be the responsibility of the Sponsor. Unused test substance wlll be discarded 
following study completion unless otherwise requested. 

T,mpfnt,: I (0-1 Rev. 013 - l'ropf/,ta,y ln/Otmatlon -
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All of the orlglnal raw data developed exclusively for this :study shall be archlv_ecl at Accuratus Lab Services for a 
minimum offive years for GLP studies or a minimum of six months for all other,studIe·s following the study completion 
date. After this time, the Sponsor (or the Sponsor Representative, If applicable) will be contacted to determine the 
final dlsposltlon. These original data include, but are not llmlted to, the following: 

1. All handw1ltten raw data for control and test substances including, but not llmlled to, notebooks, data 
forms and calculations. 

2. Any protocol amendments/deviation n.QJlfic·auons. 
3. Alrmeasul'!ld data used in formulating ihe final report. 
4. Memoranda, specifications, and other study specific correspondence relating to Interpretation and 

evaluation of data, other than those documents contained In the final study report. 
6. Original signed protocol. 
6. Certifled copy of lhe final study report. 
7. Study•speclllc SOP deviations made during the study. 

Facility Specific Documents 

The following records shall also be archive'd at Accuratus Lab Services. These documents Include, but are not 
limited to, the following: 

1. SOPs which pertain to the study conducted. 
2. Non study•speclflc SOP deviations made during the course of this study, which may affect the results 

obtained during this study. 
3, Methods which were used or referenced In the study conducted, 
4, QA reports for each QA inspection with comments. 
5. Faclllty Records: Temperature Logs . (ambient, incubator, etc.), lnslrument Logs, Calibration and 

Maintenance Records. 
6. Curren! curriculum vitae, training records, and job descriptions for all personnel Involved in the study. 

PRoyoseo STATISTICAL METHODS: NIA 

Te111plate: 110-1 Rev. 013 -Proprf,wyln/iJrmallon-
-
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1. •Annual _B9ok of ASTM Standards, Section 11 Water and Environmental Technology Volume 11.05 Pesticides, 
Antlmlcrobl11l!I, 1,md Alternative Control Agents; Environmental Assessment; Hazardous Substances and 011 Spill 
Response,E1053•111_. . . . . . . . . 

2. Afll-er(c.an··~-Q.cl_e(yof Testing and Materlals.'(ASTM)_. . Stand_ard eJa¢lJce for Us~ of ~el Flllrallp_n Colll1'11ns for-
Cyt<itoxlcl!y Re<!u~llciri and Neutrallz~tlon, E1482-12 (Reapproved 2017); . 

3. U;S, Enlilronrnenlal P(o\~cllon ·Agency, qmce -of Ch9mlc.al Safely and P.ollullon Prevention, ·P·roducl 
Performance Test Guidelines, OCSPP 810.2000: !3~n.eratco·°'~!d!i"!atlcms for Use, "Qf An.tlmlcroblal Agents, 
September 4, 2012. · · 

4. U.S. Environmental Protection Agency, Office of Chemical Safety and Pollutlon Prevention, Product 
Performance Test Guldellnes, OCSPP 610.2200: Disinfectants for Use on Hard Surfaces - Efficacy Data 
Recommendations, September 4, 2012. 

5. Oi~gno.~tlc P.rocedµre~-for V(ral, Rlckettslal, and Chlamydlal Infections. Lennette, E.H., Leonette, D.A. and 
·Lennelle, ·ex. ·editors. S.eventh .edition, 1995. 

6. ,Blackwell, J.H., and jj{s.-·c11e·n. ·1970, Effects of various germlcldal chemlcals on HEP-2 cell culture and Herpes 
simplex virus. J . AOAC 53:1229-1236. 

7. Health Canada, January, 2014. Guidance Document - Disinfectant Drugs. 
8. Health Canada, January, 2014. Guidance Document - Safety and Efficacy Requirements for Hard Surface 

Disinfectant Drugs. 
9. Australian Therapeutic Goods Administration (TGA), February 1998. Guidelines for the Evaluation of Sterllants 

and Disinfectants. 
1 O. Australian Therapeutic Goods Administration (TGA), February 1998. Therapeutic Goods Order No. 64: 

Standard for Disinfectants and Sterllants. 
11. Australian Therapeutic Goods Administration (TGA), March 1997. Therapeutic Goods Order No. 54A: 

Amendment lo Stan(/ard for Disinfectants and Sterllants (TGO 54). 
12. Australlan Theriipeullo Goods Administration (TGA), July 2005. Draft Guidelines for the Evaluation of 

Household/Commercial and Hospital Grade Disinfectants. 
13. Association of Official Analytical Chemists (AOAC) Official Method 960.09, Germicidal and Detergent Sanitizing 

Action of Disinfectants Method (Preparation of Synthetic Hard Water). In Official Methods of Analysis of the 
AOAC, 2013 Edition. 
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STUDY INFORMATION 
· 'All b/an/c s~ollons nro vol/fled b /ho S onsoror S 'olisar. Ra 1iisfirila//vo as /li1f<ild to· th'iilr s/i hill/ire un/ass,olhoi\\llsa nofeil. 

TostSubstanae.Name L.o Balch Number . 

Testing at the' lower cer1lfled 1/mlt (LCL) for the hEirdest;{b;/c/11 virus on your lt1,b'!jl Is required for,r(1g/stra({on, 

Product Description 
@ Quaternary ammonia 
0 lodophor 

D Peracetlc acid 
0 Peroxide 

0 Sodium hypochlorlte a Other _______ _ 

Approximate Test Substance Active Concentration (upon submission to Accuratus L.ab Services): 
0.912% 

(Th/s·.va/uo Is .u.sec/ for neulre//zatlon p/aiinlng .on.Ty, This va/uil /s ·i1ot fnlendod to 1'9present charedlorf1.ellon. values.) 

Storage Conditions Hazards 
Iii Room Temperature D None known: Use Standard Precautions 
□ 2-a·c @ Material Safety Data Sheet, Attached for each product 
□ Other _______ _ _ D As Follows: _ ________ _ 

Product Preparation 
□ No dilution required, Use as received (RTU) --.. ,l

4
rv.L 

@' •DIIUIIO'/l(S)'io'l>eteste/J: l I • • 

-t:t53 I ',~'ii defined as mRtflh + 
· (example: 1 oz/gallon) (amount of test substance) 

D Deionized Water (FIiter or Autoclave Sterilized) 

~=~~@) 
(amount of diluent) 

D Tap Water (FIiier or Autoclave Sterilized) -All tap water Is softened; the water hardness for the batch of tap 
water used will be determined and reported. 

It! AOAC Synthetic Hard Water: 400 PPM 
D Other _______________ _ 

*Note: An equivalent dlfulion may be made unless othe,wfse requested by the Sponsor. 

Test Virus: Human Coronavlrus 

Exposure Time: 5 minutes 

Exposure Temperature: Iii Room tempenitilre.,(lo be based on regulatory agency of submission) 
D Other: ____ •C.(plaljse ,specify range) 

Dlrectlons for appllcatlon of aeroso!fspray products: 
E1I Spray Instructions are not applicable. 

Trigger spray applloatlon: 
D Spray carriers using 3 sprays, or until thoroughly wet, at a distance of 6 to 8 Inches. 
□ Spray carriers using _____ sprays at a distance of ___ to _ _ Inches/cm. (circle one) 

Aerosol spray application: 
□ Spray carriers for ___ seconds, or until thoroughly wet, at a distance of _ __ to Inches/cm. 

Organic Soil Load 
D 1% fetal bovine serum (minimum level that can be tested) 
m 5% fetal bovine serum 
□:quw _________ _ _ 

Number of Carriers to be Tested 
Iii One (typical for U.S. EPA submission) 
0 Five (required for broad-spectrum vlrucldal claims for Health Canada submission) 

@ 0{lJ\(~ ~";::, \~;;).~ '"\) d--~ ae0 ~ 

Temp/Q/e: 110-1 R,v. OH - l'roptlota,Y lnfo,mat/on -
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SPRAY BOTTLES USED IN TESTING lsoctlon only appllcable'{orspray products) 
To. qhsuro .oxaoq(/Jd. lev~ls or produc.t arfi (Jelivel'ad, It "ls rocommonded fh!:11 lho Sponsor prov/de the spray boll/es 
u_sed /11 lesilng. Please lnd/cele (he .deslrtJd sot.irqe .of /lie sprayer bolt/es used In lasting: 
□ Sprey~r(s) ~)'Id bottte(s) are provl~ed by the Sponsor 
□ General purpose ~pr~Y bqtlle_(l!)"are to be p·rqvlded ·by A9ouratus Lab Services 
□ The spray noizta(s) are p'rovlded by lha .Spcinsof ahd gen·eral purpose bottle(s) wlll be provided by Accuratus 

Lab Services 

.REGULATORY AGENCYISl THAT MAY REVIEW DATA 
@ U,S.EPA 
□ Health Canada 
a Therapeuttc Goods Administration (Australian TGA) 
□ Not•11ppllcable - For Internal/other use only (Efficacy result will be based on U.S. EPA requirements) 

COMPLIANCE 
·SJudy to b.e performed under EPA Good Laboratory Practice regulations (40 CFR Part 160) and In accordance to 
standard operating procedures. 
@Yes 
D No (Non-GLP or Development Study) 

PROTOCOL MODIFICATIONS. 
□ Approlie~Wjthqut motllncatlon 
0 Approved_ with modlnp;i_ljon _ /'\ _ _ 

d ci I lie s b Utt ,V-

PROTOCOL ATTACHMENTS 
Supplemental ln(orni11t\on Form Attached - 0 Yes □ No 

iEs'r SUBSTANC.E SHIPMENT STATUS 
(Th(s ~.cic/lon /s for lnfc;mnol/ot:,a/ purposes qnly.) 
@ T11st:Sub~lanco Is already p[eserjt•a~ Atcllra!us Lab Services. 
O Test Substance has been or WUI be··shlpped to Accuratus Lab Services. 

Date of expected receipt at Accuratus Lab Services:, _____ _________ -=----
□ Test Substance to be hand-delivered (must arrive by noon at least one day prior lo testing or other 

arrangements made with the Study director). 

TESTING FACILITY MANAGEMENT VERIFICATION OF 40 CPR PART 160 SUBPART B l'160.311Dll 
t . -

Identity, strength, purity, and uniformity, as applicable, of the lest lots has been orwlll be completed prior to efficacy 
testing: m Yes □ No• □ Not required, Non-GLP testing requested 

If yes, testing was or will be performed folio.wing 40 CFR Part 160 GLP regulations: li11 Yes a No• 

·optlonel lnfom,allon to complete as applicab!e: 
.ltJ A Qerlllloa~~ ·Qf Analysis -(C .of A) meiy be ·provided for each lot of lest substance. If provided, the 

C of A will be appended to the report. 
!ti Testing has been or will be conducted under protocol or study#: 

REK0108011B.CHR.1 

Stability testing of the formulatlon has been orwlll be completed prior to or concurrent with efficacy testing; 
li11 Yes □ No* □ Not required, Non-GLP testing requested 

If yes, testing was or will be performed following 40 CFR Part 160 GLP regulations: li11 Yes □ No* 

Op{lonal lnfotmellon-lo'co'njplete·es appUcebfe: 
·□ Testlng·has-beilh or o,ylll be .c<in\l,u_c\e!f ur:ider protocol or study#: 

*If testing Information Is not provided or Is not performed fol/owing GLP regulations, this will be Indicated In the GLP 
comp/lance statement of the final report. 
Temp/ale: JJ0-1 Rev, 013 - l'ropr/,IJIJllnfonna//on -
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PROPRIETARY INFORMATION 

THIS DOCUMENT IS THE PROPERTY OF AND CONTAINS PROPRIETARY INFORMATION OF ACCURA TUS 
LAB SERVICl=S. NEITHER THIS DOCUMl=NT, NOR INFORMATION CONTAINED HEREIN IS TO BE 
REPRODUCED OR DISCLOSED TO OTHERS, IN WHOLE OR IN PART, NOR USED FOR ANY PURPOSE 
OTHER THAN THE PERFORMANCE OF THIS WORK ON BEHALF OF THE SPONSOR, WITHOUT PRIOR 
WRITTEN PERMISSION OF ACCURATUS LAB SERVICES. 

APPROVAL SIGNATURES 

SPONSOR: 

NAME: - Ms. Kelly Whitehead TITLE: _ __,_R,,.e""se,.,· a.,_"rc,..· h,.,_A..,,s.,,s""oc,..la.,,t.,._e"'"". __ _ 

SIG>/1\Tt,~E, ~\~c,~ 
PHONE: . (201} 476 - nee·, EMAIL: -~etly.whllehead@rb.com 

For confidentiality purposes, study lnfonnatlon· w/1I be released only to the sponsor/representative signing the 
protocol (above) unless other Individuals are spec/1/cal/y authorized In writing to receive study lnfonnatlon. 

Other Individuals authorized to receive Information regarding this study: □ See Attached 

Accuratus Lab Services: 

NAME: \"t\cvd '3. A 'i ( uc 
· ·Study Director 

SIGNATURE: --1{)~,J~Jtl~ DATE.: / O - { &:, --:--(1" 
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